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2. This REPORT consists of a total of 5 sheets, including this cover sheet. 

□ This report is also accompanied by ANNEXES, i.e. sheets of the description, claims andfor drawings which have 
been amended and are the basis for this report and/br sheets containing rectifications made before this Authority 
(see Rule 70.1 6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets. 
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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 

Description, Pages 

1-15 as originally filed 

Claims, Numbers 

1 -20 as originally filed 

Drawings, Sheets 

1/1 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 andybr 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 
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5. □ This report has been established as if (some of) the amendments had not been made, since they have ' 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 



HI. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non- 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

□ claims Nos. 
because: 

□ the said international application, or the said claims Nos. relate to the following subject matter which does 
not require an international preliminary examination (specify): 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: 

No: 

Inventive step (IS) Yes: 

No: 

Industrial applicability (IA) Yes: 

No: 



2. Citations and explanations 
see separate sheet 
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Claims 1 -7 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 1 -7 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34(4)(a)(i) PCT). 

Re Item v 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

The following documents (D) are referred to in this communication; the numbering will 
be adhered to in the rest of the procedure: 

D1: WO 02/085400 A (DIMARTINO JORGE ;SUPERGEN INC (US)) 31 October 2002 
(2002-10-31) 

D2: WO 03/017763 A (GOLDSMITH MERRILL ; BATES SUSAN E (US); FOJO 
ANTONIO (US); KITAZONO) 6 March 2003 (2003-03-06) 

D3: KITAZONO MASAKI ET AL: "The histone deacetylase inhibitor FR901228 
preferentially enhances adenovirus transgene expression in malignant cells." 
PROCEEDINGS OF THE AMERICAN ASSOCIATION FOR CANCER 
RESEARCH ANNUAL, vol. 43, March 2002 (2002-03), page 799, XP001 152686 
93rd Annual Meeting of the American Association for Cancer Research;San 
Francisco, California, USA; April 06-10, 2002, March, 2002 ISSN: 01 97-01 6X 

D4: KITAZONO M ET AL: "Enhanced adenovirus transgene in malignant cells treated 
with the histone deacetylase inhibitor FR901228" CANCER RESEARCH, 
AMERICAN ASSOCIATION FOR CANCER RESEARCH, BALTIMORE, MD, US, 
vol. 61, 1 September 2001 (2001-09-01), pages 6328-6330, XP002957240 ISSN: 
0008-5472 

D5: KITAZONO M ET AL: "Adenovirus HSV-TK construct with thyroid-specific 
promoter: enhancement of activity and specificity with histone deacetylase 
inhibitors and agents modulating the camp pathway" INTERNATIONAL JOURNAL 
OF CANCER, NEW YORK, NY, US, vol. 99, 2002, pages 453-459, XP002957242 
ISSN: 0020-7136 

D6: RICHON VICTORIA M ET AL: "Histone deacetylase inhibitors: a new class of 
potential therapeutic agents for cancer treatment." CLINICAL CANCER 
RESEARCH: AN OFFICIAL JOURNAL OF THE AMERICAN ASSOCIATION FOR 
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CANCER RESEARCH. UNITED STATES MAR 2002, vol. 8, no. 3, March 2002 
(2002-03), pages 662-664, XP001 152687 ISSN: 1078-0432 

Novelty - Article 33(2) PCT 

The activity of FR901228 against human renal carcinoma cells is disclosed in the prior 
art, cf. documents D3-D6. The subject-matter of claims 1-20 appears not to be novel. 

Industrial Applicability - Article 33(4) PCT 

For the assessment of the present claims 1 -7 and 1 2-1 9 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 
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